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The MAILING DATE of this communication appears on the cover sheet with the correspondence address « 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 16 September 2002 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 46-55 is/are pending in the application. 

4a) Of the above claim(s) 47-55 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 46 is/are rejected. 

7) D Claim(s) is/are objected to. 

8® Claim(s) 47-55 are subject to restriction and/or election requirement. 
Application Papers 

9)D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 



2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) D Notice of Informal Patent Application (PTO-152) 

3) D Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) Q Other: 
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Application/Control Number: 09/76 1,117 Page 2 

Art Unit: 1647 

DETAILED ACTION 

The amendment filed September 16, 2002 (Paper No. 1 1) has been entered. Claims 46- 
55 are pending. Claims 47-55 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in Paper No. 9. Claim 
46 is being examined. Any objection and/or rejection of record that is not maintained and/or 
repeated in this Office action is withdrawn. The text of those sections of Title 35, U.S. Code not 
included in this action can be found in a prior Office action. Citations by the examiner are in an 
alphanumeric format, such as "(al)", wherein the "a" refers to the reference cited on the Notice 
of References Cited, PTO-892, and the "1" refers to the Paper No. to which the Notice of 
References Cited, PTO-892, is attached. 

New formal matters, objections, and/or rejections: 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claim 46 is rejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the invention. 
The claims are directed to or encompass a method of determining whether a subject has non- 
Hodgkin's lymphoma by incubating a suitable body fluid from the patient with an antibody that 
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Assistant Commissioner for Patents 
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RECEIVED 

SEP 1 9 2002. 



AMENDMENT IN RESPONSE TO APRIL 8, 2002 OFFICE 

TECH CENTER 160012901 

ACTION AND PETITION FOR A TWO-MONTH EXTENSION OF TIME 



This Amendment is submitted in response to an April 8, 2002 
Office Action issued by the United States Patent and Trademark 
Office in connection with the above-identified application. A 
response to the April 8, 2002 Office Action was originally due 
July 8, 2002. Applicants hereby -petition fox a two-month 
extension of time. Applicants have previously established small 
entity status. The required fee for a two-month extension of 
time for a small entity is $200.00 and a check for this amount 
is enclosed. Therefore, a response to the April 8, 2002 Office 
Action is now due September 8, 2002. However, since September 
8, 2002 falls on a Sunday, a response filed on the next business 
day, i.e. Monday, September 9, 2002, shall be considered timely. 
Accordingly, this Amendment is being timely filed. 



Please amend the subject application as follows: 
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In the Claims: 



46. 



(Amended) An assay for determining whether a subject has 
non-Hodgkins lymphoma comprising: 

(a) incubating a sample of suitable' body fluid from the 
subject with an antibody that binds to a polypeptide 
having the sequence set forth in SEQ ID NO:2, wherein 
the antibody is bound to a solid support; 

(b) separating the sample from the support; and 

(c) determining whether the polypeptide is bound to the 
antibody, the presence of polypeptide bound to the 
antibody indicating that the subject has non-Hodgkins 
lymphoma. 



REMARKS 



Claim 46-55 are pending in the subject application. Claim 47-55 
are withdrawn. Claim 46 is under examination. By this Amendment, 
applicants have amended claim 4 6 to make certain minor changes. 
Accordingly, claim 46 is still under examination in the subject 
application. 

Support for the addition of "polypeptide having the sequence set 
forth in SEQ ID NO: 2" can be found, inter alia, at page 7, lines 
30-31 of the specification. Applicants maintain that the changes 
to claim 46 raise no issue of new matter. 

A marked up version of the amended claim is attached hereto as 
Exhibit A, pursuant to the requirements of 37 C.F.R. §1.121. 



Marked-Up Version of Amended Claim : 



46. (Amended) An assay for determining whether a subject has 
non-Hodgkins lymphoma comprising: 

(a) incubating a sample of suitable body fluid from the 
subject with [a monoclonal antibody reactive with non- 
Hodgkin's lymphoma cells] an antibody that binds to a 
polypeptide having the sequence set forth in SEP ID 
NO: 2 , [which] wherein the antibody is bound to a solid 
support; 

(b) [removing unbound cells] separating the sample from 
the support, and . 

(c) determining [the presence of non-Hodgkins lymphoma 
cells bound to the support] whether the polypeptide is 
bound to the antibody, [such presence indicating that] 
the presence of the polypeptide indicating that the 
subject has non-Hodgkins lymphoma. 
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Assistant Commissioner for Patents 
Washington, D.C. 20231 



SIR: 



SUPPLEMENTAL AMENDMENT 



RECEIVED 

AUG 2 o ?nm 



This Amendment is submitted in order to supplement! -the- Preliminary 
Amendment submitted along with the above- identified application. 



Please amend the above- identified application as follows: 



In the claims; 

Please add new claims 46-53 as follows: 



46. (New) An assay for determining whether a subject has non- 
Hodgkin's lymphoma, comprising (a) incubating a sample of 
suitable body fluid from the subject with a monoclonal 
antibody reactive with non-Hodgkih 1 s lymphoma cells, which 
antibody is bound to a solid support, (b) removing unbound 
cells from the support, and (c) determining the presence of 
non-Hodgkin's lymphoma cells bound to the support, such 
presence indicating that the subject has non-Hodgkin's 
lymphoma . 
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47. (New) A method for determining whether an agent is useful for 

treating non-Hodgkin' s lymphoma, which comprises (a) 
determining the amount of nucleic acid having the sequence set 
forth in SEQ. ID N0:1 present in a suitable sample from a 
subject afflicted with non-Hodgkin' s lymphoma, (b) 
administering to the subject a suitable amount of the agent 
under suitable conditions, (c) after a suitable period of 
time, again determining the amount of nucleic acid having the 
sequence set forth in SEQ. ID NO:l present in a suitable 
sample from the subject, a difference between the nucleic acid 
amounts determined in steps (a) and (c) indicating that the 
agent is useful for treating non-Hodgkin' s lymphoma. 

48. (New) A method for determining whether a subject is afflicted 
with B-cell lymphoma comprising: 

(a) obtaining a DNA sample from the subject; 

(b) cleaving the DNA in the sample into fragments; 

(c) separating the DNA fragments by size fractionation; 

(d) hybridizing the separated DNA fragments with a 
nucleic acid molecule comprising a region of at 
least 15 nucleotides capable of specifically 
hybridizing with the nucleic acid sequence of the 
bcl-6 locus, so as to detect the DNA fragment 
containing the bcl-6 sequence; and 

(e) comparing the DNA fragment detected in step (d) 
with the corresponding DNA fragment from a subject 
known not to be afflicted with B-cell lymphoma, a 
difference in size between these fragments 
indicating that the subject is afflicted with B- 
cell lymphoma. 

49. (New) The method of claim 48, where in step (b) , the, DNA 
sample is cleaved into fragments by means of a restriction 
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enzyme . 



50. (New) The method of claim 48, wherein the size fractionation 
in step (c) is performed by means of a polyacrylamide or 
agarose gel . 



51. (New) The method of claim 48, wherein in step (d) , the nucleic 
acid molecule is labeled with a detectable marker. 



Lid?- 



52. (New) The method of claim 51, wherein the detectable marker is 
a radio- labeled molecule, a fluorescent molecule, an enzyme, 
or a ligand. 

53. (New) The method of claim 48, further comprising transferring 
the DNA fragments from step (c) onto a solid matrix prior to 
step (d) . 

54. (New) A method of treating a subject afflicted with non- 
Hodgkin's lymphoma, comprising administering to the subject's 
lymphoma cells an effective amount of an antisense molecule 
capable of hybridizing to the nucleic acid molecule having the 
sequence set forth in SEQ. ID NO:l, thereby treating the 
subject. 

55. (New) A method of treating a subject afflicted with non- 
Hodgkin's lymphoma, comprising administering to the subject's 
lymphoma cells an effective amount of an antagonist capable of 
blocking the expression of the polypeptide having the amino 
acid sequence set forth in SEQ. ID NO: 2, thereby treating the 
subject. 
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